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Re: Reuse of Single Use Devices 

To Whom It May Concern: 

Stryker Instruments is greatly concerned with the practice of reusing single use devices. As a 
manufacturer of many single use devices we feel that it is important to help the FDA in making a 
decision regarding the regulation of third-party reprocessors. As a manufacturer of medical 
devices, our primary concern is to assure superior quality of our products. 

The decision to label a device as single use is based on research during product development. 
This entails testing of the physical characteristics to determine whether the reuse of a device 
would place a patient at unreasonable and substantial risk of illness or injury. Concerns of 
infection and contamination need to be addressed as well as the integrity of the product. A 
manufacturer must consider whether the device could be safely and effectively used multiple 
times on the same patient or different patients. Inherent in the intended use of many of our 
products, such as cutting accessories, is the expected use conditions. These devices are 
intended to contact normally sterile tissue or body spaces which, in effect, places the devices in 
the critical risk category. 

Regulations require that all claims made of a product’s performance, such as “Good or Better 
than New,” be demonstrated by sound scientific evidence. Stryker believes that such claims are 
falsely represented by third party reprocessors as we ourselves, have been unable to meet the 
rigor demanded to adequately demonstrate that a used cutting accessory is as safe or effective 
as a new one. Stryker cutting accessories are precision instruments, some designed to rotate up 
to 100,000 RPM, while delivering precise, clean cuts. Attempts to sharpen a used device only 
removes additional material and further destabilizes and depletes the device. Metal flakes and 
broken tips or fragments are pre-existing concerns and these are multiplied when units have been 
reworked. Dull, flaking or misdimensioned cutting accessories may lead to increased surgical 
time and/or poor surgical outcomes, accelerated handpiece wear due to the increased power 
needed to run the handpiece and injuries to the patient and healthcare worker. In addition, loss of 
cutting effectiveness leads to increased heat at the bone - device interface which may cause 
thermal necrosis of the bone. 

Over the past four months our sales representatives, working with their hospital accounts, 
randomly pulled 213 reprocessed devices from various facilities across the country. A team of 
five highly skilled engineers inspected these devices against Device Master Record documents 
for any findings that would be checked prior to shipping product from our manufacturing site. 

Studv Results: 

42.2% (90/213) Mislabeled 
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38.0% (81/213) Compromised Condition 

: 
‘! 10.8% (23/213) Packaging Flaws 

Description of Cateaories: 

Labeling. Engineers examined the part number, original equipment manufacturer’s name, 
dimensions, lot number, and extra wording that was placed on the outside of the reprocessed 
device. Of the 90 devices that were mislabeled, 77 labels had the wrong dimensions. Another 
key finding was that 20 devices had the wrong part number. In addition, the wrong original 
manufacturer’s name was on 6 labels. Other errors included wrong device descriptions, adding 
phrases to the description, and not including a label, warning or instructions for use. 

Device Condition. The quality of the flutes, sharpness of the blades, and device cleanliness was 
examined to determine the condition of the reprocessed device. A total of 81 devices were found 
to have flaws in their integrity. Twenty-three devices had worn, damaged flutes. It appeared that 
the attempted re-sharpening by the third-party reprocessor resulted in dull flutes on buns and 
teeth on saws. A reprocessed Mixevac (PMMA Bone Cement Mixer) had an inactivated filter due 
to the Et0 gas used by the reprocessor. Et0 gas activates the charcoal filter, soaks up the gas, 
and results in the inability to completely degas; thereby, inactivating the filter. Other findings 
included bent devices, broken devices, rusted or dirty mounts, punctured burs, cleaning residue, 
extra coatings on blades, and severely scratched surfaces. It should be noted that resharpening 
a cutting accessory will anneal the metal, decreasing the hardness. A coating is then applied by 
the reprocessor in an attempt to raise the hardness. This coating flakes off during use into the 
surgical site. 

Packaging. The inner and outer packaging was assessed with a magnifying glass for pinholes 
and punctures. Out of 213 devices, 23 had packaging flaws. An additional finding was that all 
devices were repackaged in pouches when the OEM intentionally packaged some of them in 
blisters due to the sharpness of the device. Through validation, the OEM found pouches were 
not sufficient to protect the integrity of the package for some devices. 

Issues Reaardinq Reprocessed Sinale Use Devices: 

Labeling. The findings from our study indicate a prevalence of mislabeling. The mislabeling of a 
reprocessed device could cause a delay or additional surgery, misrepresentation of the OEM, and 
misuse of the device. The delay in surgery could increase the risk of injury or infection. If a 
smaller cutting accessory is packaged with a label indicating that it is larger and is used during a 
procedure on a patient, this may have a deleterious effect. A precision cut of a certain dimension 
may be required for placement of an implant. The physician may not be aware that the device 
was reprocessed and mislabeled by the reprocessor, not the OEM. This obvious 
misrepresentation of the OEM could influence a clinician’s mistrust in the manufacturer’s 
products. There are many examples one could use but in the end this is why OEM’s routinely 
recall devices for mislabeling. 

The prevalence of mislabeling on reprocessed devices is a great concern. If Stryker Instruments 
was responsible for the labeling issues found in our study, we would conduct a recall. It is 
obvious that third party reprocessors are not held accountable for labeling errors, This reflects a 
major discrepancy in accountability between the reprocessor and the OEM. According to QSR 
820.120(d) a manufacturer should control labeling and packaging operations to prevent labeling 
mixups. Clearly, a third party reprocessor is not aware of the specific uses or warnings for every 
device or even the correct name of the device. In addition, many cutting accessories have 
specifications that are extremely hard to detect by visual inspection. Thus, the labeling errors 
detected during our study emphasize the prevalence of negligence by the third party reprocessor 
and the need for regulation. 



Medical Device Reporting. When a device is reprocessed, the OEM (original equipment 
manufacturer) trademark is still on the device and therefore is held accountable for adverse 
events or device failures. The third party reprocessor’s name is solely on the packaging material, 
which is typically disposed of when preparing for the procedure. If an adverse event occurs during 
the procedure, the only label on the device is that of the OEM. This creates a loophole in the 
accountability of MDRs. When an OEM receives a MDR it is virtually impossible for the OEM to 
know whether the device was reprocessed. Clinicians may not be aware that the device was 
reprocessed and therefore will report to the manufacturer whose name is on the device. In 
addition to the lack of traceability to the third party reprocessor, hospitals do not want to inform 
the OEM in fear of bad publicity that they are reusing single use devices. The third party 
reprocessor does not receive any information about the adverse event or device failure and the 
OEM processes the MDRIcomplaint even though the device has been reprocessed. Thus, it is not 
surprising that third party reprocessors have few MDRs. Clearly, third-party reprocessors do not 
have a true representation of MDRs and the OEM is held accountable for the MDRs that should 
be reported to the third-party reprocessor. 

Traceability. Manufacturers of medical devices establish tracking systems that will enable them 
to promptly locate devices in commercial distribution in the event that a corrective action or 
notification about the device is necessary. If a single use device has been reprocessed the ability 
to track the device becomes extremely difficult. Third party reprocessors leave the OEM’s name 
on the device but their label does not indicate the OEM lot numbers that are used to track the 
devices. Thus, if the OEM needs to remove a product from the marketplace it becomes 
impossible and therefore a flawed device could remain in the marketplace. 

Once a single use device is reprocessed the OEM should not maintain any responsibility for the 
product. The regulations state that third party reprocessors are held accountable for Medical 
Device Reporting (Sections 519 (a) (b) and (c) of the Act; 21 CFR Part 803), Medical Device 
Tracking (Sections 519 (e) of the Act; 21 CFR Part 821), Medical Device Corrections and 
Removals (Section 519 (f) of the Act; 21 CFR Part 806), Quality System Regulations (Section 520 
(f) of the Act; 21 CFR Part 820), and Labeling (Section 502 of the Act; 21 CFR Part 801). 
However, it is obvious from our study that more oversight is needed to ensure accountability by 
the reprocessors. In the current situation, the OEM is still held responsible for the integrity and 
sterility of the reprocessed single use device. This makes it very difficult to prove the effects of a 
reused single use device. It is time to establish and implement a more rigorous regulation of third 
party reprocessors to ensure that each patient receives the same quality of care. 

If you have any questions concerning this document please call Mary Beth Novak, Stryker 
Instruments, at 800-800-4236 ext.3245. 
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Reprocessed Devices by Third-Party Reprocessors 

Part Number Description Labeling Condition Packaging Reprocessor Lot Number Comments 
1608-2-43 2.2 mm Drill OK OK hole 1 01372-0143 
1608-2-7 1.6mm Bur OK OK OK 1 01372-0121 “Osteotomy” is on label 
1608-2-7 1.6mm Bur OK OK OK 1 01372-0121 “Osteotomv” is on label 

1 01372-0145 1 1608-2-49 1 2.3mm Drill I OK I OK I OK I 
1607-2-113 1 1.2mmBur I OK OK OK 1 1 01372-0133 1 

QC on label 

I 1607-2-107 I 1.6mm Bur I Mislabeled I OK OK 1 I 01372-0131 I 1.65 on label. actuallv 1.6 

1608-2-g 2.3mm Bur OK Damaged OK 1 01222-0026 Flutes look worn, osteotomy 
1608-2-g 2.3mm Bur OK Damaged OK 1 01372-0123 Flutes look worn, osteotomy 
1608-2-l 3 4.7mm Bur OK Damaged OK 1 01372-0113 Hole in bur,damaged 
1608-2-l 1 3.2mm Bur Mislabeled Damaged OK 1 01372-0111 3.1 on label, actually 3.2 
1608-2-l 1 3.2mm Bur Mislabeled Damaged OK 1 01372-0112 3.1 on label. actuallv 3.2 

1607-2-101 2.26mm Bur OK OK OK 2 221522 
1608-2-59 1.5mm Drill OK OK OK 3 235349 Worn 

277-l O-21 6 1.6mm Bur Mislabeled OK OK 3 237928 Not a Stryker bur 
Labeled 8 flute, actually1 6. 

1608-2-l 7 7mm Bur Mislabeled Rusted OK 1 01372-0117 Rusted mount 
1608-2-l 7 7mm Bur Mislabeled OK OK 1 01372-0117 Labeled 8 flute, actually 16 
1607-2-l 7 7mm Bur OK OK OK 1 01372-0105 Osteotomy 
1607-2-l 7 7mm Bur OK OK OK 1 01372-0106 Osteotomy 
1608-2-l 7 7mm Bur Mislabeled OK OK 1 01372-0117 Labeled 8 flute, actually 16 
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Reprocessed Devices by Third-Party Reprocessors 

I Part Number 1 Description Labeling 

Small tear 
cross cut 

5100-37-l 13 Rasps 

Small tear 
cross cut 

Rasps 5100-37-113 / 

Small tear 
cross cut 

5100-37-l 13 Rasps 

Small tear 
cross cut 

5100-37-l 13 Rasps 

Small tear 
cross cut 

5100-37-l 13 Rasps 

Small tear 
cross cut 

5100-37-l 13 Rasps 
5.5mm saw 

2296-3-51 blade 
5.5mm saw 

2296-3-51 blade 
5.5mm saw 

2296-3-51 blade 

Mislabeled 

Mislabeled 

Mislabeled 

Mislabeled 

Mislabeled 

Mislabeled 

Mislabeled 

Mislabeled 

Mislabeled 

Mislabeled 
L 

Condition Packaging Reprocessor 

Pinholes?- 
Need blisters 

OK for Rasps 1 

Pinholes?- 
Need blisters 

OK for Rasps 1 

dirty 

OK 

OK 

Pinholes?- 
Need blisters 

for Rasps 1 

Pinholes?- 
Need blisters 

for Rasps 1 

Pinholes?- 
Need blisters 

for Rasps 1 

Pinholes?- 
Need blisters 

OK 

Pinholes?- 
Need blisters 

for Rasps 1 

r Lot Number 

01372-0135 

01372-0135 

01372-0135 

01372-0135 

01372-0135 

01372-0135 

01372-0135 

01372-0072 

01372-0072 

01372-0072 

Comments 
Label states 1675-l 13, actually 

5100-37-l 13;label states 
11 .l Ommx4.7mm, actually 

11x5 
Label states 1675-l 13, actually 

5100-37-l 13;label states 
11 .l Ommx4.7mm, actually 

11x5 

Label states 1675-l 13, actually 
5100-37-l 13;label states 

11 .l Ommx4.7mm, actually 
11x5; dirt in mount area 

Label states 1675-l 13, actually 
5100-37-l 13;label states 

11 .l Ommx4.7mm, actually 
11x5 

Label states 1675-l 13, actually 
5100-37-l 13;label states 

11 .lOmmx4.7mm, actually 
11x5 

Label states 1675-l 13, actually 
5100-37-l 13;label states 

11 .l Ommx4.7mm, actually 
11x5 

Label states 1675-l 13, actually 
5100-37-l 13;label states 

11 .l Ommx4.7mm, actually 
11x5 

Label states 1 Omm actually 
5.5mm 

Label states 1 Omm actually 
5.5mm 

Label states 1 Omm actually 
5.5mm 

. . 

. . 
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Reprocessed Devices by Third-Party Reprocessors 

Part Number Description Labeling Condition Packaging Reprocessor Lot Number Comments 
5.5mm saw Label states 1 Omm actually 

2296-3-51 blade Mislabeled OK OK 1 01372-0072 55mm 
5.5mm saw Label states 1 Omm actually 

2296-3-51 blade Mislabeled OK OK 1 01372-0072 5.5mm 
5.5mm saw Label states 1 Omm actually 

2296-3-51 blade Mislabeled OK OK 1 00738-0026 5.5mm 
5.5mm saw Label states 1 Omm actually 

2296-3-51 blade Mislabeled OK OK 1 01222-0023 5.5mm 
5.5mm saw Label states 1 Omm actually 

2296-3-51 blade Mislabeled OK OK 1 01372-0072 5.5mm 
7mm saw Residue on Label states 1 Omm actually 

2296-3-l 15 blade Mislabeled blade OK 1 01222-0029 7.0mm 
7mm saw Residue on Label states 1 Omm actually 

2296-3-l 15 blade Mislabeled blade OK 1 01012-0035 7.0mm 
7mm saw Label states 1 Omm actually 

2296-33-l 15 blade Mislabeled OK OK 1 01222-0028 7.0mm 
9mm saw Label states 1 Omm actually 

2296-3-l 25 blade Mislabeled OK OK 1 01372-0060 9.0mm 
9mm saw Residue on Label states 1 Omm actually 

2296-3-l 25 blade Mislabeled blade OK 1 01372-0060 9.0mm 
9mm saw Label states 1 Omm actually 

2296-3-l 25 blade Mislabeled Scratched OK 1 01372-0060 9.0mm 
9mm saw Label states 1 Omm actually 

2296-3-l 25 blade Mislabeled OK OK 1 01506-0026 9.0mm;states oscillating 
9mm saw Label states 1 Omm actually 

2296-3-l 25 blade Mislabeled OK OK 1 01506-0026 9.0mm;states oscillating 
9mm saw Label states 1 Omm actually 

2296-3-l 25 blade Mislabeled Bent OK 1 01372-0060 9.0mm;blade is bent 
9mm saw Label states 1 Omm actually 

2296-3-l 25 blade Mislabeled OK OK 1 01372-0060 9.0mm 
12mm saw Label states 1 Omm actually 

2296-3-206 blade Mislabeled OK OK 1 01012-0033 12mm 
9mm saw Label states 1 Omm actually 

2296-3-l 05 blade Mislabeled Scratched OK 1 01372-0058 9.0mm;scratched 
9mm saw Label states 1 Omm actually 

2296-3-l 05 blade Mislabeled OK OK 1 01372-0058 9.0mm 
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Reprocessed Devices by Third-Party Reprocessors . . 

Part Number Description Labeling Condition Packaging Reprocessor Lot Number Comments 
9mm saw Label states 1 Omm actually 

2296-3-l 05 blade Mislabeled Scratched OK 1 01372-0058 9.0mm;scratched 
9mm saw Label states 1 Omm actually 

2296-3-l 05 blade Mislabeled Broken OK 1 01372-0058 9.0mm; broken 
9mm saw Label states 1 Omm actually 

2296-3-l 05 blade Mislabeled OK OK 1 01372-0058 9.0mm 
7mm saw Label states 1 Omm actually 

2296-3-l 03 blade Mislabeled OK OK 1 01372-0062 7.0mm 
7mm saw Label states 1 Omm actually 

2296-3-l 03 blade Mislabeled OK OK 1 01339-0072 7.0mm 
7mm saw Label states 1 Omm actually 

L - ?296-3-103 blade Mislabeled OK OK 1 01372-0062 7.0mm 
7mm saw Label states 1 Omm actually 

2296-3-l 03 blade Mislabeled Broken OK 1 01372-0062 7.0mm; broken 
7mm saw Label states 1 Omm actually 

2296-3-l 03 blade Mislabeled OK OK 1 01372-0062 7.0mm 
16.4mm saw Residue on Label only states “saw blade”; 

2296-3-l 04 blade OK blade OK 1 01012-0034 residue left on blade 
16.4mm saw Residue on Label only states “saw blade”; 

2296-3-l 04 ( blade 1 OK blade OK 1 ( 01012-0034 1 residue left on blade 
I 7mm saw I 1 Label states micro-oscillatina 

VxlcLQ-ln? I . ... 
__.~. 

Lw,- I “V hIa& OK -. . 3K OK I ( -..A-- 

2108-l 50 Saw blade OK Dirty OK 
2108-l 50 Saw blade OK OK OK 

, , ( Ll”” IV” , --.. -.--- , --- ~-~ 
31n8-150 1 Saw blade 1 OK I Scratched I OK 
-.-- ._I , ---.- 

------ 
I 2108- nvv .ic;n 1 .CSW hlnrln 1 , VU.. “.-I.. , OK I Scratched I OK -t- -. - __.-..- ..-.. 

71 na-15n 1 saw hlade 1 OK -Iv., SW.. __.. -.--- OK I Scratched I I 
2108-150 1 Saw blade 1 OK OK OK 
~I~!?-IWJ 1 Saw hlnrin 1 6,“” I”” , --.. I.--- , OK - OK ~ 1 OK t- -. I ! 
71 n8-15n I Saw blade I OK -,..- .-- ---. -.-.-- OK ~ I OK I 
2108-l 50 Saw blade OK OK OK 
2108-l 50 Saw blade OK OK OK 

239819 1 
01012-001,) '2-I I 

01506-0022 
01012-0031 

I nini7-nnni I YI”,b ““V. , 
I 01012-0031 t 
I ninio,nm~ I V,“,& “““l 

01012-0031 
01012-0031 
01012-0031 
01012-0031 
01012-0031 

saw blade 
Snmdhinn in nacknne V”III”%I 111 my .I I pu”.“J’ 

Rlarie ncratcheri -.--- --.---..-- 
Blade scratched 
Rlarb wratrrhnri L.UYV Y”.-..e. .-.” 

2 
1 
1 
1 
1 

; 
1 
1 
1 
1 
1 
1 

2108-l 50 Saw blade OK No insert line OK 1 01372-0036 ) Blade worn; no insert line 
2108-l 50 Saw blade OK Scratched OK 1 013i 72-0036 1 Blade scratched 
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Reprocessed Devices by Third-Party Reprocessors 

Part Number 

2108-150 

2108-150 

2108-I 45 

2108-145 

2108-I 56 

2108-156 

2108-I 56 

5100-37-I 14 

5100-37-I 14 

5100-37-I 14 

5100-37-I 14 

5100-37-I 14 

5100-37-I 14 

1607-2-35 

I description 1 Labeling 

Saw blade 

Saw blade 

Saw blade 

Saw blade 

Saw blade 

OK 

OK 

OK 

OK 

OK 

Saw blade OK 

Saw blade OK 
Large tear 
cross cut 

rasp Mislabeled 

Large tear 
cross cut 

rasp Mislabeled 
Large tear 
cross cut 

rasp Mislabeled 

Large tear 
cross cut 

rasp Mislabeled 
Large tear 
cross cut 

rasp Mislabeled 
Large tear 
cross cut 

/ Mislabeled rasp 

4mm Bur ) Mislabeled 

Condition Packaging Reprocessor Lot Number Comments 
Pouch 

OK punctured 1 01012-0031 Punctures in pouch 
Pinholes in 

Scratched inner pouch 1 01012-0031 Pinholes in inner pouch 
Residue on 

blade 
Residue on 

blade 
Residue on 

OK 

OK 

1 01339-0068 Cleaning residue on blade 

1 01372-0030 Cleaning residue on blade 

blade - OK 1 01372-0038 Cleaning residue on blade 
Residue on 

blade OK 1 01372-0038 Cleaning residue on blade 
Residue on 

blade OK 1 01372-0038 Cleaning residue on blade 
Labeled 1675-I 14, actually 

Need blister 5100-37-I 14; labeled 
OK for rasps 1 01372-0137 11.2x6.81 actually 14x7 

Labeled 1675-I 14, actually 
5100-37-I 14; labeled 

Need blister 11.2x6.81 actually 14x7; 
Residue for rasps 1 01372-0137 residue near mounting 

Labeled 1675-I 14, actually 
Need blister 5100-37-I 14; labeled 

OK for rasps 1 01372-0137 11.2x6.81 actually 14x7 
Labeled 1675-I 14, actually 

5100-37-I 14; labeled 
Need blister 11.2x6.81 actually 

Residue for rasps 1 01372-0137 l4x7;residue on mount 
Labeled 1675-I 14, actually 

Need blister 5100-37-I 14; labeled 
OK for rasps 1 01372-0137 11.2x6.81 actually 14x7 

Labeled 1675-I 14, actually 
Need blister 5100-37-I 14; labeled 

OK for rasps 1 01372-0137 11.2x6.81 actually 14x7 
Labeled as Stryker but it is noi 

OK OK 1 01372-0107 a Stryker bur 
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Reprocessed Devices by Third-Party Reprocessors 

Part Number Description Labeling Condition Packaging Reprocessor Lot Number Comments 
Labeled as Stryker but it is no1 

Flutes a Stryker bur; flutes 
1607-2-35 4mm Bur Mislabeled rounded/dull OK 1 01372-0107 rounded/dull 

Flutes 
1608-2-35 4mm Bur OK rounded/dull OK 1 01372-0119 Flutes are dull,rounded 

Flutes 
1607-2-I 6mm Bur OK rounded/dull OK 1 01372-0103 Flutes are dulLrounded 

Labeled as Sttyker but it is noi 
a Stryker bur; flutes 

2108-150 1 Saw blade 1 OK ( Scratched ( OK 1 ( 01012-0031 ( Blade scratched;worn 

. . 
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Reprocessed Devices by Third-Party Reprocessors 

Part Number Description Labeling Condition Packaging Reprocessor Lot Number Comments 
2108-I 50 Saw blade OK OK OK 1 01012-0031 Worn 
2108-150 Saw blade OK OK OK 1 01012-0031 I I - .- - Worn 
2108-150 1 Saw blade 1 OK OK OK 1 1 u;Ol2-0031 ) Worn 

Worn 
Worn 
Worn 

Edges damaged 
Edges damaged 

2108-150 / Saw blade 1 OK 1 Dar fll372-nO36 1 Ednes damaaed and scratched : naged OK 1 -.-.- - 
2108-I 50 1 Saw blade ( - - OK OK OK 1 01012-0031 

2296-33-414 1 Saw blade 1 Mislabeled 1 OK 0 -K 1 01372-0074 Labeled 1 Omm 
2296-33-414 1 1 1 

actually 5.5 
Saw blade Mislabeled OK OK 1 1 01372-0074 1 Labeled IOmm actuallv 5.5 I 

3K OK 1 1 91372-0074 I Labeled IOmm actually 5.5 2296-33-414 Saw blade Mislabeled 
2296-33-414 Saw blade Mislabeled 

(- 
OK 

-._ 
OK ; &506-0024 Labeled IOmm actually 5.5 

Labeled 1 Omm actually 
9mm;Dent near cut 

2296-3-525 Saw blade Mislabeled Damaged OK 1 01222-0032 surtace;Mount marks 
Labeled 1 Omm actually 

5.5mm, thin blade; Dent near 
2296-3-414 Saw blade Mislabeled Damaged OK 1 01164-0017 cut surface; Mount marks 

Labeled 1 Omm actually 
5.5mm; Dent near cut surface; 

2296-33-414 Saw blade Mislabeled Damaged OK 1 01372-0074 Mount marks 
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Reprocessed Devices by Third-Party Reprocessors 

Part Number Description Labeling Condition Packaging Reprocessor Lot Number Comments 
Labeled 1 Omm actually 

9mm;Dent near cut 
2296-3-525 Saw blade Mislabeled Damaged OK 1 01222-0032 sutface;Mount marks 

2296-3-410 Saw blade Mislabeled OK OK 1 01372-0064 Labeled 1 Omm actually 5.5ml 

2296-3-410 Saw blade Mislabeled OK OK 1 01372-0064 Labeled 1 Omm actually 5.5ml 

2296-3-410 Saw blade Mislabeled OK OK 1 01372-0064 Labeled 1 Omm actually 5.5mr 

2296-3-410 Saw blade Mislabeled OK OK 1 01372-0064 Labeled 1 Omm actually 5.5mr 

2296-3-410 Saw blade Mislabeled OK OK 1 01372-0064 Labeled 1 Omm actually 5.5mr 

2296-3-410 Saw blade Mislabeled OK OK 1 01372-0064 Labeled 1 Omm actually 5.5mr 

Fuzzy hair in package; Labels 
2296-3-411 Saw blade Mislabeled OK Dirty 1 01372-0066 as IOmm actually 9mm 

Labeled as 1 Omm actually 
2296-3-411 Saw blade Mislabeled OK OK 1 01372-0066 9mm 

Dirt in package; Labeled as 
2296-3-411 Saw blade Mislabeled OK Dirty 1 01372-0066 1 Omm actually 9mm 

Labeled as 1 Omm actually 
- 2296-3-412 Saw blade Mislabeled OK OK 1 01372-0068 5.5mm 

Labeled as 1 Omm actually 
2296-3-412 Saw blade Mislabeled OK OK 1 01372-0068 5.5mm 

Labeled as 1 Omm actually 
2296-3-412 Saw blade Mislabeled OK OK 1 01372-0068 5.5mm 

Labeled as IOmm actually 
2296-3-412 Saw blade Mislabeled OK OK 1 01372-0068 5.5mm 

Labeled as 1 Omm actually 
2296-3-412 Saw blade Mislabeled OK OK 1 01372-0068 5.5mm 

Labeled as IOmm actually 
2296-3-412 Saw blade Mislabeled OK OK 1 01372-0068 5.5mm 

Labeled as 1 Omm actually 
2296-3-412 Saw blade Mislabeled OK OK 1 01372-0068 5.5mm 

Reprocessed devices Page 8 



Reprocessed Devices by Third-Party Reprocessors 

5305-25-I 25 Saw blade OK OK OK 1 01372-0048 
5305-25-I 25 Saw blade OK OK OK 1 01372-0048 

Labeled as 1675-I 15 
11.2x5.82mm actually 5100-37 

Small tear 115 11 x5; hole in inner pouch 
5100-37-I 15 Rasp Mislabeled OK Hole 1 01372-0139 rightside of flutes 

Labeled as 1675-I 15 
Small tear 11.2x5.82mm actually 5100-37 

5100-37-I 15 Rasp Mislabeled OK OK 1 01372-0139 115 llx5mm 
Labeled as 1675-I 15 

Small tear 11.2x5.82mm actually 5100-37 
5100-37-I 15 Rasp Mislabeled OK OK 1 01372-0139 115 llx5mm 

Labeled as 1675-I 15 
Small tear 11.2x5.82mm actually 5100-37 

5100-37-I 15 Rasp Mislabeled OK OK 1 01372-0139 115 llx5mm 
Labeled as 1675-I 15 

Small tear 11.2x5.82mm actually 5100-37 
5100-37-I 15 Rasp Mislabeled OK OK 1 01372-0139 115 llx5mm 

2108-I 45 Saw blade OK OK OK 1 01372-0030 
2108-I 45 Saw blade OK OK OK 1 01372-0030 
2108-I 45 Saw blade OK Scratched OK 1 01372-0030 Scratched 
2108-145 Saw blade OK OK OK 1 01372-0030 
2108-145 Saw blade OK Scratched OK 1 01372-0030 Scratched 
2108-I 45 Saw blade OK OK OK 1 01372-0030 
2108-I 45 Saw blade OK OK OK 1 01372-0030 
2108-145 Saw blade OK OK OK 1 01372-0030 
2108-302 Saw blade OK OK OK 1 01012-0015 
2108-I 45 Saw blade OK OK OK 1 01372-0030 
*>fiP.>,r m I I- -I- n,, *,/ *I/ 4 ,-..I l-fin nnnr 
ziuts-143 1 aaw oracle 1 UtX Utl I Utl I I 1 u I3uo-uuLI 1 
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STRYKER INSTRUMENTS 
: 4189 EMT MILHRU 

.+IP DATE: 07FIPR08 

.KFILRMRZOO MI 4!M@lSlS7 I, ACCOUNT # : Jji 788886 +~,:’ ,v* .*. ~. : : ,i 

, (616)323-7708 
I 

mx~h~ CIGT: 1 LBS 

TO: DOCKET N0.880-0853iOOCKET MGNT 
BRFINCH: OIV OF MONT SYSTEMS 6 
POLICY. OFF dF HUtiF\N RECOURCE 
6HGNT SERV; FL!& 
ROCKVILLE no 28852 

4693 5842 2121 FedEx. 

4683 5842 2121 

REF: 20852 
PRIORITY OVERNIGHT MON 

:’ CAO# 857532 87RPRh3 

4883 5842 2121 Form 
281 

Deliver by: 

20852 -MD-US LR GAIA 

: 
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